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DETAILED ACTION 

Response to Arguments 

Applicant's arguments filed 06/20/08 have been fully considered but they are not 
persuasive. 

In regards with the 102(e) rejection. Applicant alleges that the reference used 
Mattrey does not disclose or suggest performing the introduction and/or excising using 
the percutaneous excision device under guidance by imaging the excision device. 
However, the examiner disagrees with applicant's assertions since Mattrey teaches in 
the abstract that the affected lymphatic structure can be removed surgically or by a 
suitable minimally invasive procedure , which implies the use of imaging guide surgery. 

In regards to the 102(b) rejection. Applicant alleges that Goldenberg fails to 
disclose or suggest injecting a radiological contrast agent into the human breast and 
also fails to disclose or suggest identifying a sentinel lymph node using an imaging 
modality, as generally recited in independent claim 1 1 . 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., human breast ) are not recited in the rejected claim(s). Although the claims are 
interpreted in light of the specification, limitations from the specification are not read into 
the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

In response to the argument that Goldenberg does not identify a sentinel lymph 
node. Goldenberg is detecting and treating cancer lesions or tumors in a patient using 
photoscanning or magnetic resonance imaging to detect the lesion (see col. 5, lines 45- 
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67; col. 7, lines 36-43), even though they are different types of cancer tumors, the 
development of cancer with respect to body tissue is likely the same. This is not 
patentable distinction. 

Based on the above observations, the previous rejections using Mattrey and 
Goldenberg are maintained and repeated below. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 



The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
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Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 



Claims 1-4 and 10 are rejected under 35 U.S.C. 102 (e) as being anticipated by 
Mattrey(US 6,444,192). 

Mattrey discloses a method for removing a sentinel lymph node (see abstract), 
comprising the steps of: injecting a radiological contrast agent detectable by an imaging 
modality into an area of interest (see abstract, col. 5, lines 5-17); identifying a sentinel 
lymph node in at least one area of draining lymph nodes that receive lymphatic fluid 
from the area of interest by imaging the at least one area of draining lymph nodes 
utilizing the imaging modality (see abstract, col. 4, lines 30-67, col. 6, lines 33-43); 
introducing a percutaneous excision device into the at least one area of draining lymph 
nodes (col. 4, lines 53-65); and excising the identified sentinel lymph node in the at least 
one area of draining lymph nodes using the percutaneous excision device (col. 6, lines 
33-44, col. 18, lines 48-57), where at least one of the introducing and the excising is 
performed under guidance by imaging at least portions of the identified sentinel lymph 
node and the excision device (see abstract, col. 4, lines 30-67, col. 5, lines 1-17), the 
imaging modality is selected from the group consisting of ultrasound imaging, 
computerized tomography (CT) scanning and magnetic resonance imaging (MRI) (see 
abstract, col. 6, lines 33-43). 
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Claims 11-15, and 17 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Goldenberg (US 6,096,289). 

Goldenberg discloses a method, comprising: injecting a radiological contrast 
agent and a second agent into an area of interest (see abstract, col. 5, lines 24-37); 
imaging at least one area of draining lymph nodes that receive lymphatic fluid from the 
area of interest utilizing a first imaging modality capable of detecting the radiological 
contrast agent (col. 5, lines 38-67); and excising, using a percutaneous excision device 
(col. 6, lines 41-62), the identified sentinel lymph node in the at least one area of 
draining lymph nodes (col. 5, lines 38-67), where at least one of the imaging and 
excising includes detection of the sentinel lymph node utilizing the second agent to 
confirm identification of the sentinel lymph node (col. 6, lines 1-40, col. 21, lines 4-38), 
detecting the radiological contrast agent by using one of the following imaging 
modalities: ultrasound imaging, computerized tomography (CT) scanning and magnetic 
resonance imaging (MRI) (see col. 5, lines 45-67). Goldenberg shows the use of 
radiological agent as well as blue dye, which can be used to identify the sentinel lymph 
node after the excision (col. 8, lines 23-34, col. 9, lines 5-15), using the radiological 
contrast agent to get an image of a lymph node (col. 5, lines 45-67); then uses the 
image to locate and excise the lymph node using a percutaneous excision device (col. 
5, lines 45-67). The use of the blue dye is then used via visual inspection to confirm 
identification of the sentinel lymph node (col. 8, lines 34-63). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 5-9, 16 and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mattrey (US 6,444,192) in view of Goldenberg (US 6,096,289). 

Mattrey discloses all the limitations except for the steps of injecting includes injecting 
the radiological contrast agent and at least one other agent to facilitate identification of 
the sentinel lymph node, in which the other agent is selected from the group consisting 
of a radioisotope and a blue dye, injecting further includes injection of a second agent in 
combination with the radiological contrast agent, further comprising the step of 
confirming the identification of the target sentinel lymph node after the excision using a 
detection modality different from the imaging modality, in which the second agent is a 
radioisotope and the detection modality is a gamma counter, in which the second agent 
is a blue dye and the detection modality is visual inspection. However, Goldenberg 
shows the use of radiological agent as well as blue dye, which can be used to identify 
the sentinel lymph node after the excision (col. 8, lines 23-34, col. 9, lines 5-15). The 
radioisotope can be detected using a gamma counter (col. 13, lines 17-38). Goldenberg 
uses the radiological contrast agent to get an image of a lymph node (col. 5, lines 45- 
67); then uses the image to locate and excise the lymph node using a percutaneous 
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excision device (col. 5, lines 45-67). The use of the blue dye is then used via visual 
inspection to confirm identification of the sentinel lymph node (col. 8, lines 34-63). 

Based on the above observations, for a person of ordinary skill in the art, 
modifying the method disclosed by Mattrey with the above discussed enhancements 
would have been considered obvious because such modifications would have provided 
improved detection, therapy and/or biopsy procedure for lesions. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOHN F. RAMIREZ whose telephone number is 
(571)272-8685. The examiner can normally be reached on (Mon-Fri) 7:00 - 3:30 p.m. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian L. Casler can be reached on (571) 272-4956. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J. F. RJ 

Examiner, Art Unit 3737 



/Brian L Casler/ 

Supervisory Patent Examiner, Art Unit 3737 



